The UK operates free pricing of new chemical entities (NCEs) via the 2014 PPRS, which was a radical departure from its predecessors, focussing on industry's obligation to repay the Department of Health (DH) for growth in the NHS drug expenditure beyond certain limits. These repayments currently exceed original estimates 1,2 , reducing certainty for members of the PPRS. The statutory regulations impose higher price cuts at the outset, aiming to ensure those not in the PPRS do not have an advantage. As NHS sales from new NCEs launched after Jan 1 st 2014 are exempt from PPRS payment calculations and price cuts, we explore implications for company and product scenarios based on the current process for setting price as shown in Figure 1 .
Based on the range of companies reviewed, we identified 7 main scenarios and key considerations as shown in Table 1 . Evidence exists of an imbalance in the PPRS impact on companies, thus negatively affecting the UK as an early launch market. The PPRS potentially amounts to an unlimited payment to the DH and worryingly payments are allocated to an undefined pot rather than to the original budget holder.
15 case studies of small (n=5), medium (n=6) and large companies (n=4) were reviewed to identify the implications for manufacturers with established portfolios compared to those with new launches after January 2014 under the PPRS and statutory regulations. We review legal options for companies who consider themselves unfairly treated. 
Results

Conclusions
Presented Companies supplying mainly mature products are disproportionately affected by price impact compared with larger companies with a broader international portfolio. This imbalance is leading to an increase in price rise applications for those more established products.
Companies with a pipeline of NCEs, which are commonly more expensive, are the winners despite being a significant contributor to NHS expenditure.
A combination of the current consultation relating to the statutory regulations (relevant to companies subject to the regulations, who do not sign up to the PPRS), plus the variable PPRS payment (for those companies signed up to the PPRS) has created a difficult choice for companies, as they decide if they should join the PPRS or remain subject to the statutory regulations, which are likely to change in 2016.
Objectives Figure 2: UK Process for Referring Disputes Related to DH Demands for Payment Under UK PPRS
Price rises are possible, subject to justification, and are increasingly being sought as a way to overcome UK price cuts and PPRS payments respectively. Companies have successfully challenged the application of the statutory regulations and price reductions to products already covered by a tender, partly due to their impact on international reference pricing.
A clear process is laid out for dispute resolution in Figure 2 , applicable when any PPRS scheme member considers themselves unfairly treated. Precedent cases should be reviewed before considering this process, as MAP BioPharma experience suggests a greater success rate with informal negotiation than when the formal process is engaged. Judicial review may also be an option as reviewed in a previous poster presentation 4 . It should be noted that DH recently published a consultation on proposed changes to the regulations, which runs until December 4 th 2015. Four options are being considered, and they could dramatically change the considerations in Table 1 
